
 
 

Title 18, Public Revenue  
 

Sales and Use Tax Regulation 1591, Medicines and Medical Devices 
 

FINAL STATEMENT OF REASONS  
Overview/Non-Controlling Summary  

Update 
 
There have been no changes in applicable laws or to the effect of the proposed regulations 
from the laws and effects described in the Notice of Proposed Regulatory Action.  
 
Specific Purpose  
 
The purpose of the proposed amendments to California Code of Regulations, title 18, 
sections 1591, Medicines and Medical Devices, is to amend, subdivision (b)(2), to clarify that 
tax does not apply to the sale of all “permanently implanted articles” including an implant’s 
interdependent internal and external components, which operate together as one device, in and on 
the person in whom the device is implanted (including ear implants), unless the device is 
excluded from the definition of “medicines.”  
 
Necessity  
 
This regulation is necessary to provide clarification to taxpayers and staff regarding the 
taxation of implanted medical devices.  
 
Factual Basis  
 
On February 27, 2008, the Board of Equalization (Board) heard a sales and use tax appeals 
case regarding the sales of cochlear implant devices.  At issue was whether sales of the 
external components of the ear implant device qualified for exemption from tax in the same 
manner as the permanently implanted internal components.  The petitioner explained that the 
internal and external components of the ear implant device are effectively one device, with 
each component mutually dependent on the other to function.  Together, the internal and 
external components of the ear implant device assist in the functioning of the ear, each 
necessary and integral to the ongoing function of the ear and, as such, both qualify as 
“medicines”.  The Board agreed with the petitioner and instructed staff to amend Regulation 
1591 to clarify the matter.  
 
Local Mandate Determination  
 
The Board has determined that the proposed amendments do not impose a mandate on local 
agencies or school districts.  Further, the Board has determined that the amendments and 
regulations will result in no direct or indirect cost or savings to ay State agency, any costs to 
local agencies or school districts that are required to be reimbursed under Part 7 
(commencing with section 17500) of Division 4 of Title 2 of the Government Code or other 
non-discretionary costs or savings imposed on local agencies, or cost or savings in federal 
funding to the State of California.  



 
Response to Public Comment  
 
On November 3, 2009, the Board held a public hearing on the proposed amendments to Sales 
and Use Tax Regulation 1591.  No public comment was received at the hearing or during the 
public comment period...     
 
Small Business Impact  
 
The State Board of Equalization has determined that the adoption of the amendments to 
Regulation 1591 will have no significant statewide adverse economic impact directly 
affecting small business.  The adoption of the proposed amendments to this regulation will 
neither create nor eliminate jobs in the State of California nor result in the elimination of 
existing businesses nor create or expand business in the State of California.  The amendments 
to the regulation as proposed will not be detrimental to California business in competing with 
businesses in other states.  The proposed regulation may affect small business.  
 
Cost Impact on Private Person or Businesses  
 
The Board is not aware of any cost impacts that a representative private person or business 
would necessarily incur in reasonable compliance with the proposed action.  
 
Significant Effect on Housing Costs  
 
No significant effect.  
 
Federal Regulations  
 
Regulation 1591 and the proposed changes have no comparable federal regulations.  
 
Alternatives Considered  
 
By its motion, the Board determined no alternative to promulgating the regulations would be 
more effective in carrying out the purpose for which the regulation is proposed or would be 
as effective as and less burdensome to affected private persons than the adopted regulation.  
 
Authority  
 
Section 7051, Revenue and Taxation Code  
 
Reference  
 
Reference: Section 6369, Revenue and Taxation Code 


